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ࡀᢎㄆࡉࢀ་⸆ရ࡜ࡋ࡚ୖᕷࡉࢀࡿ☜⋡ࡣ 2㹼3 ୓ศࡢ 1 ࡛࠶ࡾ 2ࠊ་⸆ရ㛤Ⓨ
ࡣ㠀ᖖ࡟ࣜࢫࢡࡢ㧗࠸⏘ᴗ࡛࠶ࡿ࡜ゝ࠼ࡿࠋ㸦Figure 1-1㸧
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Pharmaceuticals and medical devices agency㸧࡟᪂⸆ᢎㄆ⏦ㄳࡀ࡞ࡉࢀ࡚࠿ࡽࡢᑂ
ᰝࡢ㐜ࢀ㸦ᑂᰝࣛࢢࠊLDR: Lag in drug review㸧࡜ࠊᾏእ࡜ࡢ⮫ᗋ㛤Ⓨࡢ㛤ጞ᫬





































































































































ᑂᰝࣛࢢࡣ 2006ᖺᗘࡢ 1.2ᖺ࠿ࡽ 2010ᖺᗘࡢ 0.1ᖺ࡜๻ⓗ࡟ῶᑡࡋ࡚࠸ࡿࠋ14





㦂㸦GCT: Global clinical trial㸧ࡢᐇ᪋࡟㛵ࡍࡿ࢞࢖ࢻࣛ࢖ࣥ 11ࡀබ⾲ࡉࢀࡓࠋ
6Figure 1-3 Government policies for reducing drug lag 
ICH, International conference on harmonization of technical requirements for registration of 
pharmaceuticals for human use; PMDA, Pharmaceuticals and medical devices agency. 
• ICH E5 Guideline16
• National wide 3 yearly clinical trial activation plan6
• New 5 year clinical trial activation plan12
• 5 year strategy for the creation of innovative pharmaceuticals and medical devices17
• Basic principles on global clinical trials11
• Increasing reviewers in PMDA10
(Year 2006; 319 members to year 2011; 648 members) 19
• Basic principles on global clinical trials (reference cases)13





7Figure 1-4 Drug lag in Japan from FY2006 to FY2010 










᭷་⸆ရࢆᑐ㇟࡜ࡋ࡚⮫ᗋ㛤Ⓨᡓ␎㸦CDSs: Clinical development strategies㸧࡜㛤
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 ᑐ㇟་⸆ရࡣ PMDA ࡢ་⒪⏝་⸆ရࡢᢎㄆᑂᰝ᝟ሗ࡟㛵ࡍࡿࢹ࣮ࢱ࣮࣋ࢫ
㸦http://www.info.pmda.go.jp/approvalSrch/PharmacySrchInit?㸧ࢆ฼⏝ࡋࠊ2007ᖺᗘ
࠿ࡽ 2012 ᖺᗘࡲ࡛㸦2007 ᖺ 4᭶㹼2013 ᖺ 3 ᭶㸧࡟᪂᭷ຠᡂศྵ᭷་⸆ရ࡜ࡋ
࡚᪥ᮏ࡛ᢎㄆࡉࢀࡓ་⸆ရ࡜ࡋࡓࠋ
ᑐ㇟་⸆ရ࡟㛵ࡍࡿ᝟ሗࡣ PMDA㸦http://www.pmda.go.jp/㸧ࠊ⡿ᅜ㣗ရ་⸆ရ
ᒁ㸦FDA: Food and drug administration㸧㸦http://www.fda.gov/㸧ࠊFederal Register
㸦https://www.federalregister.gov/㸧ࠊୡ⏺ಖ೺ᶵ㛵㸦WHO: World health organization㸧
ゎ๗἞⒪໬Ꮫ㸦ATC: Anatomical therapeutic chemical㸧/つᐃ୍᪥⏝㔞㸦DDD: defined 
daily dose㸧 index㸦http://www.whocc.no/atc_ddd_index/㸧࠾ࡼࡧ〇⸆௻ᴗࡢ࢙࢘ࣈ
ࢧ࢖ࢺ࠿ࡽ 2013ᖺ 7᭶ 23᪥࠿ࡽ 2013ᖺ 8᭶ 2᪥ࡲ࡛࡟཰㞟ࡋࡓࠋ཰㞟ࡋࡓࢹ
࣮ࢱࡣࠊ୍⯡ྡࠊ㈍኎ྡࠊ᪥ᮏ࡜⡿ᅜ࡛ࡢ⏦ㄳ᪥࣭ᢎㄆ᪥ࠊ་⸆ရᕷ㈍ᢎㄆྲྀ
ᚓ⪅㸦MAH: Marketing authorization holder㸧ࡢ✀㢮㸦᪥ᮏ௻ᴗࡶࡋࡃࡣᾏእ௻ᴗ㸧ࠊ
ᑐ㇟⑌ᝈ㡿ᇦ㸦WHOࡢ ATCศ㢮࡟ᇶ࡙࠸࡚ศ㢮㸧ࠊ᪥ᮏ࡜⡿ᅜ࡛ࡢ་⸆ရ㛤Ⓨ












































ࡉࢀ࡚࠸ࡿ⮫ᗋヨ㦂ࡣ Key clinical trial࡜ぢ࡞ࡉ࡞࠿ࡗࡓࠋࡲࡓࠊ་⸆ရࡢ㐺⏝
ࡀᑠඣ࠾ࡼࡧᡂேࢆᑐ㇟࡜ࡍࡿရ┠ࡢሙྜࡣࠊᑠඣࡢࡳࢆ⤌ࡳධࢀࡓ⮫ᗋヨ㦂
ࢆ Key clinical trial࠿ࡽ㝖እࡋࡓࠋ






✲⪅࡛࠶ࡿ PMDA ࡢ◊✲ဨࠊ୕ྡ㸦T.U.ࠊY.A.࠾ࡼࡧ A.T.㸧࡟ࡼࡾ⊂❧ࡋ࡚㞟
ィࡉࢀࠊ␗࡞ࡿ⟠ᡤࡣ⥲ព࡟ࡼࡾㄪᩚࡋࡓࠋ
 ୖグࡢᇶ‽࡟ᇶ࡙࠸࡚ࠊ㞟ィ་⸆ရࡢ㛤Ⓨᡓ␎ࢆ 20 ✀㢮ࡢ Style ࡟ศ㢮ࡋࡓ
㸦Table 2-1㸧ࠋࡉࡽ࡟ࠊࡇࢀࡽࡢ Style ࢆ 6 ✀㢮ࡢ CDSs ࡟⤫ྜࡋࡓࠋࡍ࡞ࢃ
ࡕࠊ”Local trial”ࠊ”Local and foreign trials”ࠊ”Bridging study”ࠊ”Global clinical trial”
࠾ࡼࡧ”No efficacy/safety trial”࡛࠶ࡿࠋKey clinical trial࡜ࡋ࡚ Bridging study࡜
GCT ࡢ࠸ࡎࢀࡶྵࡲࢀ࡚࠸ࡓ 3 ࡘࡢᑂᰝሗ࿌᭩㸦Insulin glulisineࠊfesoterodine
fumarate࠾ࡼࡧ tofacitinib citrate㸧࡟ࡘ࠸࡚ࡣࠊᑂᰝ᫬࡟㔜どࡉࢀࡓ᪥ᮏேᝈ⪅ࡢ
ࢹ࣮ࢱࡀ୺࡟ Bridging study࡟⏤᮶ࡋ࡚࠸ࡓࡇ࡜࠿ࡽࠊCDSࢆ”Bridging study”࡟
ศ㢮ࡋࡓྛࠋ ་⸆ရࡣ 6✀㢮ࡢ CDSsࡢ࠸ࡎࢀ࠿࡟ศ㢮ࡉࢀࠊ2✀㢮௨ୖࡢ CDSs
࡟㔜」ࡋ࡚ศ㢮ࡉࢀࡓရ┠ࡣ࡞࠿ࡗࡓࠋ
 ᮏᩥ୰࡛ࡣࠊಶࠎࡢ⮫ᗋヨ㦂࡛ࡣ࡞ࡃ CDSࢆ♧ࡍሙྜࠊࢲࣈࣝࢡ࢛࣮ࢸ࣮ࢩ
ࣙ 㸦ࣥ“㸧࡛ ᅖ࠺ࡇ࡜࡟ࡼࡾ⾲グࡋࡓࠋ㸦౛࠼ࡤࠊCDS࡜ࡋ࡚ࡢ”Global clinical trial”












































































































































































































































































































































































































































































































































































































































































































































































































































































 2007ᖺᗘ࠿ࡽ 2012ᖺᗘࡲ࡛࡟᪥ᮏ࡛ 218ရ┠ࡢ᪂᭷ຠᡂศྵ᭷་⸆ရ㸦NME: 
New molecular entity㸧 ࡀᢎㄆࡉࢀࡓࠋࡇࢀࡽ 218ရ┠ࡢෆࠊFDA࡬ࡢ⏦ㄳ᪥ࡀ
᫂ࡽ࠿࡛࡞࠿ࡗࡓ 10 ရ┠ࠊࣂ࢖࢜ᚋ⥆ရ 4 ရ┠㸦⏦ㄳ༊ศࡣ᪂᭷ຠᡂศྵ᭷
་⸆ရ࡜ࡋ࡚ᢎㄆࡉࢀ࡚࠸ࡓ㸧࠾ࡼࡧ᪥ᮏ࡛ࡢࡳᢎㄆࡉࢀ࡚࠾ࡾ⡿ᅜ࡛ࡣ㛤Ⓨ




Figure 3-1 Selection of analyzed drugs 
NME, New molecular entity. 
*Drugs which are not approved and developed in the United States.
ศᯒᑐ㇟ 183ရ┠ࡢ≉ᚩࢆ Table 3-1࡟ࡲ࡜ࡵࡓࠋCDSࡀ”Local trial”ࡢရ┠ࡀ
69ရ┠ࠊ”Local and foreign trials”ࡀ 59ရ┠ࠊ”Bridging study”ࡀ 19ရ┠ࠊ”Global
clinical trial”ࡀ 18ရ┠ࠊ”Foreign trial”ࡀ 13ရ┠ࠊ”No efficacy/safety trial”ࡀ 5ရ
┠࡛࠶ࡗࡓࠋ183ရ┠ࡢෆࠊ19%㸦n = 34㸧ࡀ⡿ᅜ࡜ẚ㍑ࡋ᪥ᮏ࡛ඛ࡟ᢎㄆࡉࢀ
࡚࠸ࡓࠋ୺࡞⑌ᝈ㡿ᇦࡣ L㸦ᢠᝏᛶ⭘⒆⸆࠾ࡼࡧච␿ㄪᩚ⸆: 21%㸧ࠊN㸦⚄⤒⣔:
16%㸧ࠊA㸦ᾘ໬⟶࠾ࡼࡧ௦ㅰస⏝: 15%㸧࠾ࡼࡧ J㸦඲㌟⏝ᢠឤᰁ⸆: 13%㸧࡛࠶
ࡗࡓࠋ᪥ᮏ࡛ࡣ㞟ィᮇ㛫ࡢ㛫ࠊᖺ㛫 21 ရ┠࠿ࡽ 37 ရ┠ࡢ᪂᭷ຠᡂศྵ᭷་⸆
ရࡀᢎㄆࡉࢀ࡚࠾ࡾࠊᢎㄆᖺᗘ࡟ࡼࡿᢎㄆရ┠ᩘࡢ኱ࡁ࡞㐪࠸ࡣㄆࡵࡽࢀ࡞࠿
ࡗࡓࠋ་⸆ရࡢ࢜ࣜࢪࣥ࡜MAHࡢศ㢮࡟ࡘ࠸᳨࡚ウࡋࡓ࡜ࡇࢁࠊ39%㸦n = 72㸧
ࡀ᪥ᮏ௻ᴗ࡟ࡼࡾ㛤Ⓨࡉࢀ࡚࠸ࡓࡀࠊ඲ရ┠ࡢ 12%㸦n = 23㸧ࡢࡳࡀ⮬♫ရ㸦᪥
ᮏ࢜ࣜࢪࣥ㸧࡛࠶ࡗࡓࠋ
218 Drugs were approved in Japan
as NME from FY2007 to FY2012
14 Drugs were ineligible
4 Drugs were biosimilars
10 Drugs were unclear about submitted date in US
204 Drugs were eligible
157 Drugs were approved
in both Japan and US
47 Drugs were not
approved in US
26 Drugs were under
development in US
21 Drugs were ineligible*
(21 Drugs were not developed in US)
183 Drugs were analyzed drugs
( )
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Table 3-1 Summary of analyzed drugs 
ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval. 
Number of drugs
(n = 183; %)
Local trial 69 (38%)
Local and foreign trials 59 (32%)
Bridging study 19 (10%)
Global clinical trial 18 (10%)
Foreign trial 13 (7%)
No efficacy/safety trial 5 (3%)
First in Japan 34 (19%)
First in the United States 149 (81%)
FY 2007 32 (17%)
FY 2008 27 (15%)
FY 2009 21 (11%)
FY 2010 33 (18%)
FY 2011 37 (20%)
FY 2012 33 (18%)
A (Alimentary tract and metabolism) 27 (15%)
B (Blood and blood-forming organs) 13 (7%)
C (Cardiovascular system) 8 (4%)
D (Dermatologicals) 2 (1%)
G (Genitourinary system and sex hormones) 6 (3%)
H (Systemic hormonal preparations) 5 (3%)
J (Antiinfectives for systemic use) 23 (13%)
L (Antineoplastic and immunomodulating agents) 38 (21%)
M (Musculoskeletal system) 3 (2%)
N (Nervous system) 30 (16%)
P (Antiparasitic products, insecticides and repellents) 1 (1%)
R (Respiratory system) 8 (4%)
S (Sensory organs) 9 (5%)
V (Various) 10 (5%)
Japanese enterprise 72 (39%)
Self-developed by Japanese enterprise 23 (12%)
Licensed-in for development by Japanese enterprise 49 (27%)
Non-Japanese enterprise 111 (61%)
Self-developed by non-Japanese enterprise 82 (45%)
Licensed-in for development by non-Japanese enterprise 29 (16%)
Clinical development strategy for NDA submission in Japan
Time of approval
Year of approval in Japan
Therapeutic area (ATC classification)
Characteristics of originator and marketing authorization holder
19
 ᢎㄆᖺᗘูࡢ CDSsࡢ᥎⛣ࢆ Figure 3-1࡟♧ࡋࡓࠋ2009ᖺᗘ௨㝆ࠊ”Global
clinical trial”ࡢᩘࡀ 1௳㸦2009ᖺᗘ㸧࠿ࡽ 8௳㸦2012ᖺᗘ㸧ࡲ࡛ቑຍࡋ࡚࠾ࡾࠊ
2012ᖺᗘ࡟ࡣ඲యࡢ 24%㸦33ရ┠୰ 8ရ┠㸧ࢆ༨ࡵ࡚࠸ࡓࠋ
ᢎㄆᖺᗘูࡢ㛤Ⓨࣛࢢࡣ 2007ᖺᗘ௨㝆 789᪥㸦2007ᖺᗘ, ୰ኸ್㸧࠿ࡽ 1470
᪥㸦2009ᖺᗘ, ୰ኸ್㸧ࡢ㛫ࢆ᥎⛣ࡋ࡚࠾ࡾ▷⦰ഴྥࡣㄆࡵࡽࢀ࡞࠿ࡗࡓ㸦Figure 
3-2㸧ࠋ










































































Figure 3-2 Lag in drug development by analyzed drugs 
The lag in drug development (LDD) is shown for each fiscal year (FY) of approval in Japan. In this 
box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the 25th 
percentile, respectively. Error bars represent the 90th and the 10th percentiles.
21
➨஧⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡜㛤Ⓨࣛࢢࡢ㛵ಀ
 CDSsࡢ㐪࠸࡟ࡼࡿ᪥⡿㛫ࡢ㛤Ⓨࣛࢢࢆ Figure 3-3࡟♧ࡋࡓࠋ඲ရ┠㸦n = 183㸧
ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣ 1111᪥࡛࠶ࡗࡓࠋ”Global clinical trial”㸦୰ኸ್: 90᪥㸧࠾
ࡼࡧ”Foreign trial”㸦୰ኸ್: 560᪥㸧ࡣ඲ရ┠ࡢ㛤Ⓨࣛࢢ㸦୰ኸ್: 1111᪥㸧࡜ẚ
㍑ࡋ࡚᭷ព࡟▷ࡃ㸦P < 0.05㸧ࠊ”Local trial”㸦୰ኸ್: 1870᪥㸧ࡣ᭷ព࡟㛗࠿ࡗࡓ






Figure 3-3 Lag in drug development for different clinical development strategies used 
for submission of NDAs in Japan. 
The lag in drug development (LDD) is shown for each indicated clinical development strategy. In 
this box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the 
25th percentile, respectively. Error bars represent the 90th and the 10th percentiles. For analysis, 
each category was compared with the median LDD value (1111 days) by using the Wilcoxon 
signed-rank test. *P < 0.05, **P < 0.01.
23
➨୕⠇ ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡜㛤Ⓨࣛࢢ࠾ࡼࡧ⮫ᗋ㛤Ⓨᡓ␎ࡢ㛵ಀ
 ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡜㛤Ⓨࣛࢢࡢ㛵ಀࢆ Figure 3-4࡟♧ࡋࡓࠋ⑌ᝈ㡿ᇦࡢศ
㢮ࡣ WHO࡟ࡼࡿ ATCศ㢮࡟ᚑ࠸⾜ࡗࡓࠋ㛤Ⓨࣛࢢࡣ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡟
ࡼࡾ␗࡞ࡗ࡚࠸ࡓࠋ඲ရ┠ࡢ㛤Ⓨࣛࢢ㸦1111᪥㸧࡜ẚ㍑ࡍࡿ࡜ࠊL㸦ᢠᝏᛶ⭘⒆
⸆࠾ࡼࡧච␿ㄪᩚ⸆㸧ࡣ୰ኸ್ 778᪥㸦n = 38㸧࡜᭷ព࡟▷ࡃ㸦P < 0.05㸧ࠊN㸦⚄




Figure 3-4 Lag in drug development in each therapeutic area 
Lags in drug development (LDDs), categorized according to the Anatomical Therapeutic Chemical 
(ATC) classification, are shown for the following therapeutic areas: (A) alimentary tract and 
metabolism (n = 27), (B) blood and blood-forming organs (n = 13), (C) cardiovascular system (n = 
8), (D) dermatologicals (n = 2), (G) genitourinary system and sex hormones (n = 6), (H) systemic 
hormonal preparations (n = 5), (J) anti-infectives for systemic use (n = 23), (L) antineoplastic and 
immunomodulating agents (n = 38), (M) musculoskeletal system (n = 3), (N) nervous system (n = 
30), (P) antiparasitic products, insecticides and repellents (n = 1), (R) respiratory system (n = 8), (S) 
sensory organs (n = 9) and (V) various (n = 10). In this box plot, the top, the middle, and the bottom 
represent the 75th percentile, the median, and the 25th percentile, respectively. Error bars represent 
the 90th and the 10th percentiles. For analysis, each category was compared with the median LDD 
value (1111 days) by using the Wilcoxon signed-rank test. *P < 0.05, **P < 0.01. 
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ࡀ C㸦ᚠ⎔ჾ⣔㸧࡛ ẚ㍑ⓗ▷ࡃࠊN㸦⚄⤒⣔㸧࡛ 㛗࠸࡟ࡶ㛵ࢃࡽࡎࠊ”Global clinical 















































































































































































































































































































































































































































































ࡀㄆࡵࡽࢀࡓࠋ⡿ᅜ⏦ㄳ๓࡜⏦ㄳᚋࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣࠊ”Local trial”࡛ 0᪥࡜ 3023
᪥㸦P < 0.01㸧ࠊ”Local and foreign trials”࡛ 637᪥࡜ 1856᪥㸦P < 0.01㸧ࠊ”Bridging study”
࡛ 231᪥࡜ 1866᪥㸦P < 0.01㸧࠾ࡼࡧ”Global clinical trial”࡛ 84᪥࡜ 1162᪥㸦P < 0.01㸧
࡛࠶ࡗࡓࠋ᪥ᮏ࡛ࡢ➨ϩ┦⮫ᗋヨ㦂ࡀ⡿ᅜ࡬ࡢ⏦ㄳࡼࡾᚋ࡟㛤ጞࡉࢀ࡚࠸ࡿရ┠࡟ࡘ
࠸࡚ CDS㛫ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡢ㐪࠸ࢆ”Local trial” 㸦3023᪥㸧࡜ẚ㍑ࡍࡿ࡜ࠊ”Local
and foreign trials” 㸦1856᪥ࠊP < 0.01㸧ࠊ”Bridging study”㸦1866᪥ࠊP < 0.05㸧࠾ࡼࡧ”Global
clinical trial” 㸦1162᪥ࠊP < 0.01㸧ࡣ᭷ព࡟▷࠿ࡗࡓࠋ4✀㢮ࡢ CDSࡢ୰࡛㛤Ⓨࣛࢢ
ࡢ᭱ࡶ▷࠿ࡗࡓ”Global clinical trial”ࡢရ┠ࡣ 3ရ┠୰ 2ရ┠࡛࢔ࢪ࢔ᆅᇦࡢࡳࡢGCT
ࡀᐇ᪋ࡉࢀ࡚࠸ࡓࠋ
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Figure 3-5 Effects of timing of initiation of the phase II clinical trial in Japan on the lag in 
drug development 
The lag in drug development (LDD) was compared for the clinical development strategy and timing of 
initiation of the phase II clinical trial in Japan before or after the submission of the new drug application 
(NDA) in the United States. In this box plot, the top, the middle, and the bottom represent the 75th 
percentile, the median and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, data for the after-submission stage in each category were compared with those 
for the “Local trial” by using the Wilcoxon rank-sum test. For each strategy, comparison was carried out 




ࡢ㛵ಀࢆㄪᰝࡋࡓࠋ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡢ㛤Ⓨࣛࢢ㸦୰ኸ್: 0᪥ࠊn = 23㸧ࡣ
඲ရ┠ࡢ୰ኸ್ 1111᪥࡜ẚ㍑ࡋ࡚᭷ព࡟▷ࡃ㸦P < 0.01㸧ࠊ᪥ᮏ௻ᴗ࡟ࡼࡿᑟධ㛤Ⓨ




Figure 3-6 Relationship between the originator/marketing authorization holder of a drug 
and lag in drug development 
The lag in drug development (LDD) was analyzed on the basis of various types of originator and 
marketing authorization holder of a drug. In this box plot, the top, the middle, and the bottom represent the 
75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, each category was compared with the median LDD value (1111 days) by using 
the Wilcoxon signed-rank test. *P<0.01. 
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➨භ⠇ ་⸆ရࡢ⮫ᗋ㛤Ⓨᡓ␎࡜᪥ᮏே⑕౛๭ྜࡢ㛵ಀ
 Figure 3-7ࡣ CDSsࡢ✀㢮࡜ᢎㄆ⏦ㄳ࡟࠾ࡅࡿ᪥ᮏே⑕౛ࡢ๭ྜ࡜ࡢ㛵ಀࢆ♧ࡋ࡚
࠸ࡿࠋ඲⑕౛ᩘ࡟༨ࡵࡿ᪥ᮏே⑕౛ᩘࡢ๭ྜࡣ”Local trial” 㸦୰ኸ್: 100%㸧࡛࠶
ࡾࠊ”Local trial”࡜ẚ㍑ࡋ࡚௚ࡢ CDSࡣ”Local and foreign trials”㸦୰ኸ್: 13%ࠊP < 
0.01㸧ࠊ”Bridging study”㸦୰ኸ್: 16%ࠊP < 0.01㸧ࠊ”Global clinical trial”㸦୰ኸ್: 11%ࠊ
P < 0.01㸧࠾ࡼࡧ”Foreign trial”㸦୰ኸ್: 0%ࠊP < 0.01㸧࡜᭷ព࡟ప࠿ࡗࡓࠋ
”Global clinical trial”㸦n = 18㸧࡛ࡢ๭ྜࡣ⮫ᗋヨ㦂ࡢᐇ᪋ᆅᇦ࡟ࡼࡾࡤࡽࡘࡁࡀㄆ
ࡵࡽࢀࡓࠋ࢔ࢪ࢔ᆅᇦࡢࡳ࡛ᐇ᪋ࡉࢀࡓ GCTࡢ᪥ᮏே⑕౛ᩘࡢ๭ྜࡣ୰ኸ್ 41%㸦n
= 6㸧࡛࢔ࢪ࢔ᆅᇦ௨እࡢᅜ࣭ᆅᇦࢆྵࢇࡔ GCTࡢ୰ኸ್ 10%㸦n = 12㸧࡜ẚ㍑ࡋ࡚
㧗࠸ഴྥࢆ♧ࡋࡓࠋ
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Figure 3-7 Ratio of Japanese to total subjects in efficacy/safety evaluation trials 
The ratio between Japanese patients and total patients in the efficacy/safety clinical trials is shown in terms 
of percentage value for each category. In this box plot, the top, the middle, and the bottom represent the 
75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th 
percentiles. For analysis, each category was compared with the “Local trial” category by using the 
Wilcoxon rank-sum test. *P<0.01. 
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➨୐⠇ ⡿ᅜᮍ㛤Ⓨࡢရ┠ࡢ≉ᚩ
 ศᯒᑐ㇟࠿ࡽ㝖እࡋࡓ⡿ᅜᮍ㛤Ⓨࡢ 21ရ┠㸦Figure 3-1ࡢ*ࡢရ┠㸧ࡢ≉ᚩࢆㄪᰝ
ࡋࡓ㸦Table 3-3㸧ࠋCDSࡣ”Local trial”㸦n = 19㸧࠾ࡼࡧ”Local and foreign trials”㸦n = 2㸧
ࡢࡳ࡛࠶ࡗࡓࠋᢎㄆᖺᗘูࡢရ┠ᩘࡣ 2㹼7ရ┠࡛࠶ࡾࠊᢎㄆᖺᗘ࡟ࡼࡿࡤࡽࡘࡁࡣ
ㄆࡵࡽࢀ࡞࠿ࡗࡓࠋ⑌ᝈ㡿ᇦ࡛ࡣ 52%㸦n = 11㸧ࡢရ┠ࡀ J㸦඲㌟⏝ᢠឤᰁ⸆㸧࡛࠶
ࡾࠊࡑࡢෆ 10 ရ┠ࡣ࣡ࢡࢳ࡛ࣥ࠶ࡗࡓࠋ་⸆ရࡢ࢜ࣜࢪࣥ࡜ MAH ࡢศ㢮࡟㛵ࡋ࡚
ࡣࠊ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡀ⣙༙ᩘ㸦n = 11ࠊ52㸣㸧ࢆ༨ࡵ࡚࠸ࡓࠋ
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Table 3-3 Summary of drugs which are not developed in the United States 
ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval. 
Number of drugs
(n = 21; %)
Local trial 19 (90%)
Local and foreign trials 2 (10%)
FY 2007 4 (19%)
FY 2008 2 (10%)
FY 2009 4 (19%)
FY 2010 4 (19%)
FY 2012 7 (33%)
A (Alimentary tract and metabolism) 1 (5%)
B (Blood and blood-forming organs) 1 (5%)
G (Genitourinary system and sex hormones) 2 (10%)
J (Anti-infectives for systemic use) 11 (52%)
L (Antineoplastic and immunomodulating agents) 3 (14%)
M (Musculoskeletal system) 1 (5%)
N (Nervous system) 1 (5%)
R (Respiratory system) 1 (5%)
Japanese enterprise 19 (90%)
Self-developed by Japanese enterprise 11 (52%)
Licensed-in for development by Japanese enterprise 8 (38%)
Non-Japanese enterprise 2 (10%)
Self-developed by non-Japanese enterprise 2 (10%)
Licensed-in for development by non-Japanese enterprise 0 (0%)
Clinical development strategy for NDA submission in Japan
Year of approval in Japan
Therapeutic area (ATC classification)













ࡽࢀࡓࡀࠊ୺࡟ࣄࢺච␿୙඲࢘࢖ࣝࢫ㸦HIV: Human immunodeficiency virus㸧἞⒪⸆
࡜࠸ࡗࡓᕼᑡ⑌⑓⏝⸆ࡀྵࡲࢀ࡚࠾ࡾࠊ᪥ᮏ࡛ࡢ⏦ㄳ࡟”Foreign trial”ࢆ฼⏝ࡍࡿࡇ࡜
ࡣ୍⯡ⓗ࡞⮫ᗋ㛤Ⓨィ⏬࡛ࡣ࡞࠸࡜⪃࠼ࡽࢀࡓࠋ
඲ရ┠ࡢ㛤Ⓨࣛࢢࡢ୰ኸ್ࡣ 1111᪥㸦⣙ 37ࣨ᭶㸧࡛ ࠶ࡗࡓࠋᢎㄆᖺᗘู࡛ࡣࠊ2007
ᖺᗘ㸦୰ኸ್: 789᪥㸧࡜ẚ㍑ࡋ࡚ 2012ᖺᗘࡢ୰ኸ್ࡣ 1183᪥࡛࠶ࡾࠊ㛤Ⓨࣛࢢ࡟
▷⦰ഴྥࡣㄆࡵࡽࢀ࡞࠿ࡗࡓ㸦Figure 3-2㸧ࠋᮏ◊✲ࡢ඲ရ┠ࡢ㛤Ⓨࣛࢢࡣ⣙ 37 ࣨ᭶





ᑐ㇟ᮇ㛫࡜ࡋ࡚࠸ࡿࡢ࡟ᑐࡋ࡚ࠊYonemori ࡽࡢሗ࿌࡛ࡣ 2000 ᖺ࠿ࡽ 2009 ᖺࡲ࡛ࡢ




ᮏ◊✲࡟ྵࡲࢀ࡚࠸ࡿ”Global clinical trial”ࡢရ┠ᩘࡣ 2009ᖺᗘ௨㝆ᚎࠎ࡟ቑຍࡋ
࡚࠸ࡿࡶࡢࡢࠊ⌧᫬Ⅼ࡛ࡣ㝈ࡽࢀࡓရ┠ᩘ㸦183ရ┠୰ 18ရ┠㸧࡛࠶ࡗࡓ㸦Table 3-1












3-2㸧ࠋᐇ㝿࡟ࠊ”Global clinical trial”ࡢ๭ྜࡢ㧗࠸ഴྥ㸦38ရ┠୰ 8ရ┠㸧ࡀぢࡽࢀࡓ
L㸦ᢠᝏᛶ⭘⒆⸆࠾ࡼࡧච␿ㄪᩚ⸆㸧ࡢ་⸆ရ࡛ࡣ㛤Ⓨࣛࢢ㸦୰ኸ್: 778᪥㸧ࡀ୰ኸ
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್ 1111᪥࡜ẚ㍑ࡋ࡚᭷ព࡟▷ࡃࠊLࡢ་⸆ရ 38ရ┠ࡢ୰࡛ 28ရ┠ࡀᢠᝏᛶ⭘⒆⸆
࡜ㄆࡵࡽࢀࡓࠋ
ᮏ◊✲࡛ࡣ L ࡢ་⸆ရࡢ㛤Ⓨࣛࢢࡀ▷࠿ࡗࡓࡀࠊ2006 ᖺࡢ⚟ཎࡢሗ࿌࡛ࡣᢠᝏᛶ
⭘⒆⸆ࡣࢻࣛࢵࢢࣛࢢࡢ㛗࠸⑌ᝈ㡿ᇦ࡜ࡉࢀ࡚࠸ࡓࠋ29Lࡢࢻࣛࢵࢢࣛࢢࡀ▷⦰ࡋࡓ
せᅉࡣࠊ2005ᖺ࡟බ⾲ࡉࢀࡓࠕᢠᝏᛶ⭘⒆⸆ࡢ⮫ᗋホ౯᪉ἲ࡟㛵ࡍࡿ࢞࢖ࢻࣛ࢖ࣥࠖ






















foreign trials”ࠊ”Bridging study”࠾ࡼࡧ”Global clinical trial”࡛”Local trial”࡜ẚ㍑ࡋ࡚᭷








 ᪥ᮏ௻ᴗ࡟ࡼࡿ⮬♫㛤Ⓨရࡢ㛤Ⓨࣛࢢࡣ඲ရ┠ࡢ୰ኸ್ 1111 ᪥ࡼࡾࡶ᭷ព࡟▷ࡃࠊ
ࡑࢀ࡟ᑐࡋ࡚ࠊ᪥ᮏ௻ᴗ࡟ࡼࡿᑟධ㛤Ⓨရࡣ᭷ព࡟㛗࠿ࡗࡓࡓࡵࠊ་⸆ရࡢ࢜ࣜࢪࣥ
࠾ࡼࡧMAHࡢ㛵ಀࡀ㔜せ࡛࠶ࡿ࡜⪃࠼ࡽࢀࡓ㸦Figure 3-6㸧ࠋ⮬♫㛤Ⓨရ࡟࠾࠸࡚ࠊ









































ᮏ◊✲࡛ࡣࠊ᪥ᮏே⑕౛ࡢ๭ྜࡀ ”Local trial”࡜ẚ㍑ࡋ࡚ ”Local and foreign 
trials”ࠊ”Bridging study”ࠊ”Global clinical trial”࠾ࡼࡧ”Foreign trial”࡛᭷ព࡟ప࠸ࡇ࡜ࡀ
♧ࡉࢀࡓ㸦Figure 3-7㸧ࠋ”Global clinical trial”ࡢရ┠࡛ࡢ᪥ᮏே⑕౛ࡢ๭ྜ࡟ࡤࡽࡘࡁ
ࡀㄆࡵࡽࢀࡓࡇ࡜ࡣὀ┠ࡍ࡭ࡁⅬ࡛࠶ࡿ㸦Figure 3-7㸧ࠋ࢔ࢪ࢔἞㦂࡛ࡢ᪥ᮏே⑕౛ࡢ






















 2 ࡘ┠ࡢせᅉࡣࠊ་⸆ရࡢᑐ㇟⑌ᝈ㡿ᇦ࡛࠶ࡿࠋ≉࡟⚄⤒⣔㸦ATC ศ㢮: N㸧ࡢ་
⸆ရࡢ㛤Ⓨࣛࢢࡀ㛗࠸ࡀࠊ௒ᚋ GCTࢆᐇ᪋ࡍࡿࡇ࡜࡟ࡼࡾ㛤Ⓨࣛࢢࡢ▷⦰ࡀྍ⬟࡜
⪃࠼ࡽࢀࡓࠋ୍᪉࡛ࠊᚠ⎔ჾ⣔㸦ATCศ㢮: C㸧ࡢ㡿ᇦ࡛ࡣ”Global clinical trial”ࡀྵࡲ
ࢀ࡚࠸࡞࠸࡟ࡶ㛵ࢃࡽࡎࠊ㛤Ⓨࣛࢢࡣ▷࠸ഴྥࡀぢࡽࢀࠊ⑌ᝈ㡿ᇦ࡟㐺ࡋࡓ CDS ࡢ
㑅ᢥࡀ㔜せ࡛࠶ࡿࡇ࡜ࡀ♧ࡉࢀࡓࠋ





ㄳࡼࡾࡶᚋ࡟㛤ጞࡉࢀࡓሙྜ࡛ࡶࠊ”Local and foreign trials”ࠊ”Bridging study”࠾ࡼ











 ࡉࡽ࡟ࠊྛ་⸆ရࡢ᪥ᮏே⑕౛ࡢ๭ྜࢆㄪᰝࡋࡓ⤖ᯝࠊ”Local trial”௨እࡢ CDS
ࡣࠊ”Local trial”࡜ẚ㍑ࡋ࡚᪥ᮏே⑕౛ࡢ๭ྜࡀ᭷ព࡟ప࠸ࡇ࡜ࡀ♧ࡉࢀࡓࠋࡋ࠿
ࡋࠊ”Global clinical trial”࡟࠾࠸࡚ࠊ࢔ࢪ࢔἞㦂ࡢ᪥ᮏே⑕౛๭ྜࡣࠊࡑࢀ௨እࡢ GCT
࡜ẚ㍑ࡋ࡚㧗࠸ഴྥࡀㄆࡵࡽࢀࡓࡓࡵࠊ࢔ࢪ࢔἞㦂ࡢᐇ᪋࡟ࡼࡾ᪥ᮏே⑕౛ࡢ๭ྜࢆ
኱ᖜ࡟ῶᑡࡉࡏࡿࡇ࡜࡞ࡃ᪥ᮏேࡢࢹ࣮ࢱࢆ㞟✚࡛ࡁࡿྍ⬟ᛶࡀ♧ࡉࢀࡓࠋ
᪥ᮏ࡛ࡢ་⸆ရ㛤Ⓨ࡟࠾࠸࡚ᵝࠊ ࠎ࡞⮫ᗋ㛤Ⓨᡓ␎㸦”Local trial”ࠊ”Local and foreign 






































ATC Anatomical Therapeutic Chemical classification 㸦ゎ๗἞⒪໬Ꮫศ㢮㸧
CDS  Clinical development strategy 㸦⮫ᗋ㛤Ⓨᡓ␎㸧
CTD  Common technical document 㸦ᅜ㝿ඹ㏻໬㈨ᩱ㸧
EU  European union 㸦Ḣᕞ㐃ྜ㸧
FDA  Food and drug administration 㸦⡿ᅜ㣗ရ་⸆ရᒁ㸧
FY  Fiscal year 㸦఍ィᖺᗘ㸧
GCT  Global clinical trial 㸦ᅜ㝿ඹྠ἞㦂㸧
ICH International conference on harmonization of technical requirements for 
registration of pharmaceuticals for human use 㸦᪥⡿ EU་⸆ရつไㄪ࿴
఍㆟㸧
LDD  Lag in drug development 㸦㛤Ⓨࣛࢢ㸧
LDR  Lag in drug review 㸦ᑂᰝࣛࢢ㸧
MAH  Marketing authorization holder 㸦་⸆ရᕷ㈍ᢎㄆྲྀᚓ⪅㸧
NDA  New drug approval 㸦᪂⸆ᢎㄆ⏦ㄳ㸧
NME  New molecular entity 㸦᪂᭷ຠᡂศྵ᭷་⸆ရ㸧
PMDA  Pharmaceuticals and medical devices agency 㸦་⸆ရ་⒪ᶵჾ⥲ྜᶵᵓ㸧
RS Regulatory science 㸦ࣞࢠࣗࣛࢺ࣮ࣜࢧ࢖࢚ࣥࢫ㸧
US United States 㸦࢔࣓ࣜ࢝ྜ⾗ᅜ㸧
WHO  World health organization 㸦ୡ⏺ಖ೺ᶵ㛵㸧
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